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DETAILED ACTION 

Receipt of Applicant Remarks and Amended Claims filed on March 5, 2007 is 
acknowledged. Applicant has cancelled claims 13 and 15. Claims 1-12 and 14 are 
pending in this application. 

Applicants' arguments, filed March 5, 2007, have been fully considered but they 
are not deemed to be persuasive. Rejections and/or objections not reiterated from 
previous Office Actions are hereby withdrawn. The following rejections and/or 
objections are either reiterated or newly applied. They constitute the complete set 
presently being applied to the instant application. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 



(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



Claims 1, 5, 7, 9-10, 12, and 14 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Bissett (US PGPub 2001/0012853). 
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Bissett discloses, "a composition for topical application and for regulating skin 
condition, including regulating non-melanin discoloration of skin" (paragraph 0031). 

According to Bissett, the composition can comprise "N-acetyl-L-Cysteine and 
derivatives thereof, L-ascorbic acid and derivatives, and tranexamic acid" (paragraphs 
0018-0049). 

Regarding claims 9-10, the recitation of "a composition for" is interpreted as 
intended use and therefore not given patentable weight to the claims. 

Response to Arguments 

Applicant's arguments have been fully considered but they are not persuasive. 
Applicant argues Bissett does not disclose an actual embodiment or working example 
specifically containing the combination of (i) tranexamic acid or a salt thereof and (ii) L- 
Cysteine or a salt thereof. It is the examiners position that the presence or absence of 
working examples does not render the claims not anticipated by the reference. Bissett 
discloses the same composition as the instant claims. 

Claims 1 , 3, 5, 7, 9-10, 12, and 14 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Ancira et al. (US PGPub 2004/0137077). 

Ancira discloses, a composition for the treatment of seborrheic keratosis 
comprising at least one melanin inhibitor. Examples of such melanin inhibitors include 
gamma-L-Cysteine and tranexamic acid" (paragraph 0034). 

With regard to Claims 5 and 7 Ancira teaches, "to aid in moisturizing or 
conditioning the skin, as will be known to those of skill in the art in view of the instant 
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disclosure. For example, other ingredients may be added to improve the skin condition 
or the effectiveness of the compositions. Vitamins may added to the compositions to aid 
in improving the skin condition thereby inhibiting the production of subsequent 
cutaneous anomalies after treatment of the original condition" (Ancira, paragraph 0063). 
Ancira further discloses the vitamin may be L-ascorbic acid (0032). 

With regard to claims 12 and 14, Ancira discloses methods of seborrheic 
keratosis removal, the compositions are also effective in removing other skin conditions 
such as hyper pigmentation" (paragraph 0062). It is the examiners position that the 
removal of hyper pigmentation is the same as whitening the skin and treating 
pigmentations . 

Response to Arguments 

Applicant's arguments have been fully considered but they are not persuasive. 
Applicant argues Ancira does not disclose an actual embodiment or working example 
specifically containing the combination of (i) tranexamic acid or a salt thereof and (ii) L- 
Cysteine or a salt thereof. It is the examiners position that the presence or absence of 
working examples does not render the claims not anticipated by the reference. Ancira 
discloses the same composition as the instant claims. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 



Application/Control Number: 10/540,840 Page 5 

Art Unit: 1615 

the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 2-4, 6, and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Bissett (US PGPub 2001/0012853). 

Bissett discloses a L-Cysteine derivative, however, it would be obvious to a 
person of ordinary skill in the art at the time the invention was made to have used L 
Cysteine, which would possess the same properties as a derivative. 

According to MPEP 2144.05 II A Optimization within Prior Art Conditions or 
Through Routine Experimentation, differences in concentration will not support the 
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patentability of subject matter encompasses by the prior art unless there is evidence 
indicating such concentrations are critical. Where the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optimum or workable ranges 
by routine experimentation. "The normal desire of scientist or artisans to improve upon 
what is already generally known provides the motivation to determine where the 
disclosed set of percentage ranges is the optimum combination of percentages." 
(Peterson, 315 F.3d at 1330, 65 USPQ2d at 1382) 

Claims 2, 4, 6, and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ancira et al. (US PGPub 2004/0137077). 

With regard to Claims 2, 4, 6, and 8, according to MPEP 2144.05 II A 
Optimization within Prior Art Conditions or Through Routine Experimentation, 
differences in concentration will not support the patentability of subject matter 
encompasses by the prior art unless there is evidence indicating such concentrations 
are critical. Where the general conditions of a claim are disclosed in the prior art, it is 
not inventive to discover the optimum or workable ranges by routine experimentation. 
"The normal desire of scientist or artisans to improve upon what is already generally 
known provides the motivation to determine where the disclosed set of percentage 
ranges is the optimum combination of percentages." (Peterson, 315 F.3d at 1330, 65 
USPQ2dat1382). 
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Claims 1-4 and 11 rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rath (US Patent 6,974,833). 

Rath discloses, "compositions and methods for the treatment of diseases or 
pathological states related to the degradation of the extra cellular matrix" (abstract). 

Rath's Table 1 discloses dosages of Components in the Compositions for Oral 
Administration. The components comprise: tranexamic acid (1-1500 mg/kg BW/d) and 
Cysteine (0.1-5,000 mg/kg BW/d) (column 6, lines 40-50). 

It is generally considered to be prime facie obvious to combine compounds each 
of which is taught by the prior art to be useful for the same purpose in order to form a 
composition that is to be used for an identical purpose. The motivation for combining 
them flows from their having been used individually in the prior art, and from them being 
recognized in the prior art as useful for the same purpose. As shown by the recited 
teachings, instant claims are no more than the combination of conventional components 
of L-Cysteine or its derivatives thereof, all of which are known in the art to be used for 
the same purpose. It therefore follows that the instant claims define prime facie 
obvious subject matter. Cf. In re Kerhoven . 626 F.2d 848, 205 USPQ 1069 (CCPA 
1980). 

Conclusion 

No claims are allowable. Due to the new grounds of rejection, this action is 
made Non-Final. Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Melissa S. Mercier whose telephone number is 
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(571 ) 272-9039. The examiner can normally be reached on 7:30am-4pm Mon through 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571 ) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 





MSMercier 



Primary Examinee 
Group 1$00 



